REMARKS 

Reconsideration of this application is respectfully requested. Claim 1 has been 
amended; claims 47 and 48 have been cancelled. These amendments are made without 
prejudice or disclaimer. Applicants reserve the right to prosecute any withdrawn or 
otherwise unclaimed subject matter found within this application in a subsequently filed 
continuation or divisional application. Consideration and entry of this amendment is 
respectfully requested. 

Rejections Under 35 U.S.C 8 103(a) 

A. Rejections in view of Palermo (WO 99/32120) 

Claims 1-10, 15-24, and 37-39 stand rejected under 35 U.S.C. § 103(a) as being 

obvious in view of Palermo (WO 99/32120). Applicants respectfully traverse these 

rejections. As amended, the claims related to a sustained-release oral dosage form 

comprising at least one "subunit". In amended claim 1, the release profile relates to the 

"oral dosage form" which comprises the claimed "subunit". The Examiner concluded that 

the claimed oral dosage form would have been obvious in view of Palermo because the 

reference teaches the various components of some sustained release formulations and that 

modification of such formulations to match the claimed dissolution profiles would have 

been within the technical expertise of the skilled artisan. However, as discussed at MPEP 

2 143.01 -IV, this reasoning in improper: 

A statement that modifications of the prior art to 
meet the claimed invention would have been "' well within 
the ordinary skill of the art at the time the claimed 
invention was made 1 " because the references relied upon 
teach that all aspects of the claimed invention were 
individually known in the art is not sufficient to establish a 
prima facie case of obviousness without some objective 
reason to combine the teachings of the references. Ex parte 
Levengood, 28 USPQ2d 1300 (Bd. Pat. App. & Inter. 
1993). ** m >[R]ejections on obviousness cannot be 
sustained by mere conclusory statements; instead, there 
must be some articulated reasoning with some rational 
underpinning to support the legal conclusion of 

obviousness.'" KSR, 550 U.S. at , 82 USPQ2d at 1396 

quoting In re Kahn 9 441 F.3d 977, 988, 78 USPQ2d 1329, 
1336 (Fed. Cir. 2006). 



6 



While the Examiner did discuss the various sustained release components and 
formulations presented by Palermo, the thrust of the rejection is that because such 
components were known in the art, Applicants oral dosage form (exhibiting a previously 
unknown release profile) was also known. In addition, the Examiner has not shown that 
one of skill in the art would have been motivated to produce the instantly claimed oral 
dosage forms. Applicants do not believe this rejection is proper. It is respectfully 
maintained that the Examiner has not made a proper prima facie case that the pending 
claims would have been obvious in view of Palermo. It is therefore respectfully 
requested that this rejection be withdrawn. 

B. Rejections in view of Miller (U.S. Pat. No. 6,326,027) 

Claims 1, 4-10, 15-24, and 37-39 stand rejected under 35 U.S.C. § 103(a) as being 

obvious in view of Miller (U.S. Pat. No. 6,326,027). As amended, the claims related to a 

sustained-release oral dosage form comprising at least one "subunit" In amended claim 1, 

the release profile relates to the "oral dosage form" which comprises the claimed 

"subunit". The Examiner concluded that the claimed oral dosage form would have been 

obvious in view of Miller because the reference teaches the various components of some 

sustained release formulations and that modification of such formulations to match the 

claimed dissolution profiles would have been within the technical expertise of the skilled 

artisan. However, as discussed at MPEP 2 143.01 -IV, this reasoning in improper: 

A statement that modifications of the prior art to 
meet the claimed invention would have been "' well within 
the ordinary skill of the art at the time the claimed 
invention was made'" because the references relied upon 
teach that all aspects of the claimed invention were 
individually known in the art is not sufficient to establish a 
prima facie case of obviousness without some objective 
reason to combine the teachings of the references. Ex parte 
Levengood, 28 USPQ2d 1300 (Bd. Pat. App. & Inter. 
1993). **'"> [Rejections on obviousness cannot be 
sustained by mere conclusory statements; instead, there 
must be some articulated reasoning with some rational 
underpinning to support the legal conclusion of 

obviousness." 1 KSR, 550 U.S. at , 82 USPQ2d at 1396 

quoting In re Kahn, 441 F.3d 977, 988, 78 USPQ2d 1329, 
1336 (Fed. Cir. 2006). 



7 



While the Examiner did discuss the various sustained release components and 
formulations presented by Miller, the thrust of the rejection is that because such 
components were known in the art, Applicants oral dosage form (exhibiting a previously 
unknown release profile) was also known. In addition, the Examiner has not shown that 
one of skill in the art would have been motivated to produce the instantly claimed oral 
dosage forms. Applicants do not believe this rejection is proper. It is respectfully 
maintained that the Examiner has not made a proper prima facie case that the pending 
claims would have been obvious in view of Miller. It is therefore respectfully requested 
that this rejection be withdrawn. 

CONCLUSIONS 

Applicants believe the claims are in condition for allowance and respectfully 
request that a Notice of Allowance be issued as soon as possible. The Examiner is 
encouraged to contact the undersigned with any comments and / or questions. 

Respectfully submitted, 

Date: April 6, 2009 /Patrick J. Halloran/ 

Patrick J. Halloran 
Reg. No. 41,053 

Patrick J. Halloran, Ph.D., J.D. 
3141 Muirfield Road 
Center Valley, PA 18034 
Tel: 610-984-4751 
Fax: 484-214-0164 
e-mail: pat@pathalloran.com 
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